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5) D Claim(s) is/are allowed. 
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Application Papers 
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DETAILED ACTION 

Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the features of the 
delivery catheter claimed in claims 14 and 15 must be shown or the feature(s) canceled 
from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-24 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 1 is directed to a device but line 4 of the claim 
positively recites a step of expanding the stent ("is expanded"). This limitation was 
interpreted by the examiner to mean that the device is capable of being expanded. 

Similarly, claims 12-15 positively claim steps of implanting the polymer and 
chemical compound which is unclear in an apparatus claim. Claim 12 says that the 
compound and polymer "are released". Correction is required. 

Claims 10 and 12-15 are also unclear because they are directed to an 
embodiment wherein the chemical compound and polymer are separate from the stent. 
Yet, claim 1 is directed to "a medical device for insertion into a bodily vessel", which the 
examiner believes implies that the device is a stent comprising the features claimed. 
Please clarify. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1, 6-9, 21, 22, and 25-28 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Greene et al. 2002/0120276. 
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Re claim 1 , Greene discloses a medical device for insertion into a bodily vessel 
to treat an aneurysm having an aneurysm neck, the device comprising a mechanically 
expandable device 60 expandable from a first position to a second position, said 
mechanically expandable device is expanded radially outwardly to the second position 
such that the exterior surface of said mechanically expandable device engages with the 
inner surface of the vessel so as to maintain a fluid pathway through said vessel 
(par.88; fig. 13) a therapeutically effective amount of a chemical compound comprising a 
biosynthesis accelerator to stimulate cell growth (par.54) and a polymer mixed with the 
chemical compound to manage the release rate of the chemical compound (pars. 50-51) 
wherein the mechanically expandable device provides a support for the release of the 
chemical compound within the aneurysm to stimulate cell growth within the aneurysm 
and close the aneurysm neck. 

Re claims 6-9, the polymer pellets are PVA hydrophilic hydrogels (pars. 50-51). 

Re claims 21 and 22, see par.53. 

Re claims 25-28, see fig. 13 and par.88. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1 -5, 8, 9, and 1 6-1 9 are rejected under 35 U.S.C. 1 02(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Chatterjee 6,51 1 ,979. 
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Re claim 1, Chatterjee discloses a medical device comprising a therapeutically 
effective amount of a chemical compound comprising a biosynthesis accelerator to 
stimulate cell growth (col. 7, II. 25-29) and a polymer mixed with the chemical compound 
to manage the release rate of the chemical compound (col. 9, 11.31-35). Chatterjee 
further discloses that the chemical compound and polymer may be delivered by a stent 
but does not specifically state that the stent is a mechanically expandable device 
expandable from a first position to a second position, the mechanically expandable 
device expandable radially outwardly to the second position such that the exterior 
surface of the mechanically expandable device engages with the inner surface of the 
vessel so as to maintain a fluid pathway through the vessel. However, this is the general 
description of well known vascular stents. Therefore, it would have been obvious to one 
of ordinary skill in the art at the time of the invention to construct the stent as an 
expandable device in order to deliver and deploy the device in the vessel. The stent 
comprising the chemical compound and coating of Chatterjee are capable of providing a 
support for the release of the chemical compound within the aneurysm to stimulate cell 
growth within the aneurysm and close the aneurysm neck. 

Re claims 2-5, the chemical compound of Chatterjee may be L-PDMP (col. 7, 
II.25-29; clm.3) and functions as claimed (col.2, II.60-65). 

Re claims 8 and 9, see col.9, 11.31-35. 

Re claims 16-19, Chatterjee discloses that the chemical compound and 
biodegradable polymer may be delivered by a stent (col.9, II.47-50). Note that the 
polymer must either be porous or solid. 
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8. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chatterjee as applied to claim 16 above, and further in view of Hossainy et al. 
2004/0220665. Chatterjee discloses the invention substantially as claimed and as 
discussed above but does not specifically disclose that the drug delivering polymer is 
amorphous or semi-crystalline. 

Hossainy teaches a drug delivery stent, in the same field of endeavor, wherein 
the polymeric membrane is semi-crystalline for the purpose of allowing for the active 
agent to diffuse out of the polymer (pars.44-45). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to specify that the polymer of Chatterjee be at least semi-crystalline in order to 
allow the L-PDMP to diffuse out of the polymer and into the region that requires 
treatment. 

9. Claims 23 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chatterjee as applied to claim 1 above, and further in view of Hyodoh et al. 
2003/0040772. Chatterjee discloses the invention substantially as claimed and as 
discussed above but does not disclose that the stent is biodegradable or that the stent 
and polymer degrade at different rates. 

Hyodoh teaches a stent, in the same field of endeavor, wherein the stent is 
biodegradable for the purpose of preventing the formation of emboli (par.210). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the stent of Chatterjee to be biodegradable in order to allow for the 
stent to degrade within the bloodstream over a period of time to prevent the formation of 



Application/Control Number: 10/541,254 Page 7 

Art Unit: 3738 

emboli. It would have been further obvious that the stent degrade at a slower rate than 
the polymer delivering L-PDMP in order to allow the necessary amount of active agent 
to be released prior to the degradation of the stent. Further, the different degradation 
rates are a matter of design choice that was not disclosed as being critical to the 
practice of the invention. 

1 0. Claims 2-5 and 1 0 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Greene as applied to claim 1 above, and further in view of Chatterjee 6,51 1 ,979. 
Greene discloses the invention substantially as claimed and as discussed above but 
does not disclose that the chemical compound is L-PDMP. 

Chatterjee teaches a drug delivery device, in the same field of endeavor, wherein 
the cell growth stimulating agent is L-PDMP for the purpose of increasing proliferation of 
cells (col.7, II.25-49). 

Therefore, because Greene teaches a cell growth promoting agent in 
combination with a polymer located on platinum coils (par.15), it would have been 
obvious to use L-PDMP for the therapeutic agent, for the purpose of increasing 
proliferation of cells as taught by Chatterjee. 

1 1 . Claims 11-15 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Greene as applied to claim 1 above, and further in view of Escamilla 2004/0078071 . 

Re claim 1 1 , Greene discloses the invention substantially as claimed but does 
not disclose that the stent has a plurality of interconnected struts having interstitial 
spaces therebetween. 
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Escamilla teaches a vascular prosthesis, in the same field of endeavor, wherein 
the stent comprises an exterior surface defined by a plurality of interconnected struts 
having interstitial spaces therebetween for the purpose of supporting the lumen (fig .11). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the stent disclosed by Greene to include interconnecting struts as 
taught by Escamilla as interconnected struts are very well known in the art for providing 
expansion and support in the vessel. 

Re claims 12-15, the intended use of the device is given little patentable weight. 
Still, the coil containing cylinders of the polymer and chemical compound are capable of 
being released by a catheter having the features claimed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Megan Wolf whose telephone number is (571)270-3071 . 
The examiner can normally be reached on Monday-Friday 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/M. W./ 

Examiner, Art Unit 3738 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



